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REMARKS 

In the Office Action mailed 03/07/2007, the Examiner rejected claims 1- 
70 under 35 U.S.C. 103(a) as unpatentable over Kempe US Patent No. 6,146,351. The 
Examiner states that the Declarations of Dr. Douglas B. Clement and Dr, Cecil HersMer 
under 37 CFR 1.132 do not overcome the rejection of claims 1-70 based on Kempe US 
Patent No. 6, 146,35 1 since if the article disclosed in that patent was worn by a person 
having an inflammatory disease in addition to DOMS, then while receiving a treatment 
for the DOMS, that person would inherently receive a treatment for the inflammatory 
disease. 

The Examiner in particular rejects independent method claims 1 and 1 1 on 
the basis that "it would have been obvious to one of ordinary skill in the art to consider 
Kempe's article can be used for treating pain caused by inflammatory disease because if 
that article was worn by a person having an inflammatory disease in addition to DOMS, 
then while receiving a treatment for the DOMS, that person would inherently receive a 
treatment for the inflammatory disease". 

Reconsideration of the rejection is respectfully requested having regard to 
the following comments. With respect, a rejection based on Kempe US Patent No. 
6,146,351 and the doctrine of inherency is not applicable to the present claims, which are 
directed to methods of treatment of pain in a patient caused by an inflammatory disease. 
Kempe US Patent No. 6,146,35 1 discloses a method of treating Delayed Onset Muscle 
Soreness (DOMS). 

Firstly, the Examiner has not satisfied the requirements stated in the MPEP 
for a rejection based on inherency As stated in the MPEP paragraph 2 1 12, 

The fact that a certain result or characteristic may occur or be present in the 
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prior art is not sufficient to establish the inherency of that result or charac- 
teristic. In reRijckaert, 9 F.3d 1531, 1534, 28 USPQ2d 1955, 1957 (Fed. 
Cir. 1993) (reversed rejection because inherency was based on what would 
result due to optimization of conditions, not what was necessarily present in 
the prior art); In re Oelrich, 666 R2d 578, 581-82, 212 USPQ 323, 326 
(CCPA 1981). ,f To establish inherency, the extrinsic evidence 'must 
make dear that the missing descriptive matter is necessarily present in 
the thing described in the reference, and that it would be so recognized 
by persons of ordinary skill. Inherency, however, may not be estab- 
lished by probabilities or possibilities. The mere fact that a certain 
thing may result from a given set of circumstances is not sufficient. 1 " In 
re Robertson, 169 F.3d 743, 745, 49 USPQ2d 1949, 1950^51 (Fed. Cir. 1999) 
(citations omitted) (The claims were drawn to a disposable diaper having three 
fastening elements. The reference disclosed two fastening elements that could 
perform the same function as the three fastening elements in the claims. The court 
construed the claims to require three separate elements and held that the reference 
did not disclose a separate third fastening element, either expressly or inherently.), 
>Also, "[a]n invitation to investigate is not an inherent disclosure" where a prior 
art reference "discloses no more than a broad genus of potential applications of its 
discoveries/' Metabolite Labs., Inc. v. Lab. Corp. of Am. Holdings, 370 F3d 
1354, 1367, 71 USPQ2d 1081, 1091 (Fed. Cir. 2004) (explaining that "[a] 
prior art reference that discloses a genus still does not inherently disclose all 
species within that broad category" but must be examined to see if a disclo- 
sure of the claimed species has been made or whether the prior art reference 
merely invites further experimentation to find the species. < 

"In relying upon the theory of inherency, the examiner must provide a 
basis in fact and/or technical reasoning to reasonably support the 
determination that the allegedly inherent characteristic necessarily 
flows from the teachings olf t^T^pBeST^b^ art." ^^^^X^v^l 7*^ 
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USPQ2d 1461, 1464 (Bd. Pat App. & Inter. 1990) (emphasis in original) 
(Applicant's invention was directed to a biaxially oriented, flexible dilation 
catheter balloon (a tube which expands upon inflation) used, for example, in 
clearing the blood vessels of heart patients). The examiner applied a U.S. 
patent to Schjeldahl which disclosed injection molding a tubular preform 
and then injecting air into the preform to expand it against a mold (blow 
molding). The reference did not directly state that the end product balloon 
was biaxially oriented . It did disclose that the balloon was "formed from a 
thin flexible inelastic, high tensile strength, biaxially oriented synthetic 
plastic material." Id at 1462 (emphasis in original). The examiner argued 
that SchjeldahTs balloon was inherently biaxially oriented. The Board 
reversed on the basis that the examiner did not provide objective evidence 
or cogent technical reasoning to support the conclusion of inherency.), 
[emphasis added] 

In the present case, the Examiner relies on the contention that if the 
FARABLOC article was worn by a person having an inflammatory disease in addition to 
DOMS, then while receiving a treatment for the DOMS, that person would inherently 
receive a treatment for the inflammatory disease. However there is no basis in fact or 
evidence that a person receiving treatment for DOMS must necessarily have an inflamma- 
tory disease. As evidenced in the declarations of Dr. Douglas B. Clement and Dr. Cecil 
Hershler, it is incorrect to characterize Delayed Onset Muscle Soreness (DOMS) as an 
inflammatory disease. DOMS is a direct result of injury to muscle from micro-trauma 
secondary to overuse (i.e. unaccustomed exercise). This results in an inflammatory 
process, not an inflammatory disease. By contrast, an inflammatory disease is created by 
an autoimmune disorder or infective agent, not micro-trauma. In that sense DOMS is 
more similar to a sprained ankle, for example, than it is to a disease. Thus there is no 
evidence of any connection between DOMS and an inflammatory disease. A person 
suffering from DOMS would not necessarily also suffer from an inflammatory disease. 
Hence the requirements for a rejection based on inherency have not been met. 
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Secondly, an obviousness-based rejection based on inherency is not 
applicable in the present case even if the requirements for such a rejection were met. The 
test for such a rejection is of course different from an anticipation-based rejection based 
on inherency. For the method claims 1 and 1 1 herein to be rendered obvious by Kempe 
US Patent No. 6,146,351, it must have been obvious to the person skilled in the art that if 
the FARABLOC article was worn for treatment of DOMS by a person having an 
inflammatory disease, that the treatment was also effective for the inflammatory disease. 
Yet the evidence of those skilled in the art as evidenced by the declarations of Dr. 
Douglas B. Clement and Dr. Cecil Hershler is that it would not be obvious that a treat- 
ment which reduces Delayed Onset Muscle Soreness (DOMS) would also successfully 
treat inflammatory diseases. 

Cases which are of some assistance in respect of method claims subject to 
obviousness-based rejection based on inherency are In re Adams, 148 USPQ 743 (CCPA 
1966), and In re Caldwell 138 USPQ 243 (CCPA 1963). In Adams, the claims were 
directed to a heat transfer method using aerating or foam n02zles to cool cans filled with 
hot food, The claims were rejected as obvious in view of the use of foam for heat transfer 
by fire departments or the use of aerated faucets for cooling plates in a kitchen sink. The 
Patent Office argued that heat transfer was inherent in both of these prior art operations. 
The court responded by acknowledging the inherency of heat transfer in the prior 
operations, but noted that patentability hinged on the unexpected and unsuggested 
increase in heat transfer efficiency and not on inherency. In Caldwell, a prior art disclo- 
sure of feeding aspirin to rats did not render obvious a claimed method of stimulating 
growth of ruminants, poultry and swine by feeding aspirin, because the prior art did not 
suggest that feeding aspirin would stimulate growth. 

Independent claims 1 and 1 1 being patentable over the cited art, it is 
submitted that the dependent claims 2-10 and 12-70 which depend from them are 
similarly patentable. As all of the Examiner's objections have been addressed, allowance 
is requested. 
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Respectfully submitted, 



By: _JCKA^ 

Bruce M. Green 
Registration No.: 30,524 
Tel.: 604-669-3432 
Fax:604-681-4081 
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